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CLAIMS 

1. Method for preparing, by filtration, a factor 
VIII solution\ which is virally secure and essentially 
devoid of high molecular weight vWF, according to 
which: 

-..a solution containing highly or very highly 
pure factor VIIl\ is prepared, which is essentially 
devoid of high \molecular weight factor VIII-vWF 
complexes; 

- a step is Wrried out, of filtration of said 
solution which is essentially devoid of high molecular 
weight vWF- associated Vactor VIII through a hydrophilic 
filter having a porositVas low as 15 nm. 

2. Method accordi^gT^ba claim 1, characterized in 
that it also compri/es, \bef&re the filtration step, a 
step which enablei the\ dissociation of the high 
molecular weight factor VlIIW complexes and the 
production of a solution whVch lis \ssentially devoid of 
high molecular weighW vWF-asfeociatetf factor VIII. 

3 . Method according to W tiler of claims 1 or 2 , 
characterized in thaX said dissociation step is carried 
out by means of a chaotropic Yon\in sufficient amount 
to enable the dissociation- 

4. Method according to claim V/ characterized in 
that said chaotropic ion is a divalent ion. 

5. Method according to claiVn 4, characterized in 
that said divalent ion is the Ca 2+ \ion. 

6 . Method according to one \ of claims 3 to 5 , 
characterized in that said divalent ion is added in the 
form of a saline solution frpm 0.2 M to salt 
saturation. 

7. Method according to claim k. characterized in 
that said solution is a CaCl 2 solutic 

8. Method according to either h>f claims 6 or 7 , 
characterized in that said Ca 2+ ion is\added in the form 
of a CaCl 2 solution, 0.35 M to saturation. 
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9. MethodX according to one of claims 1 to 8, 
characterized i\ that step b) is carried out at a 
pressure lower Vhan the recommendation threshold 
recommended by the Wpplier. 

10. Method according to claim 9, characterized in 
that said filter is a\Planova® 15 N membrane used at a 
pressure lower than \. 3 bar, preferably lower than 
0.2 bar. "* 

11. Method according\ to one of claims 1 to 10, 
characterized in that st^p b) is carried out at a 
temperature of about 3 5±5°' 

12. Method according to\any one of claims 1 to 11, 
characterized in that the starting solution is obtained 
by purification of a plasmatic fraction, in particular 
the cryoprecipitated f ract ion Vof_ the plasma, by ion 
exchange chromatography . 

13. Method according /o claim 12, characterized in 



that the concentrated 
the end of the 
chromatography is e 
conditions of step a) . 
14 . Method according 

characterized in that the 
is obtained by prepurifi 




tained at 
exchange 
sociating 

1 to 11, 
solution 
fraction, 
of the 



in particular the cryoprecipitated \ fraction 
plasma, by heparin precipitation. 

15. Method according to any one of \ claims 1 to 14, 
characterized in that the starting factbr VljjEI solution 
is partially virally inactivated by solvent/detergent 
treatment . 

16. Method according to one of claims 1 to 11, 
characterized in that the starting facto^ VIII solution 
comprises immunopurif ied factor VIII. 

17. Method according to one of claims 1 to 11, 
characterized in that the starting factor \VIII solution 
comprises recombinant factor VIII. 

18. Method according to one of claims 1 to 17, 
characterized in that the factor VIII in It he starting 
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solution has\ a specific activity at least equal to 
50 IU/mg, preferably at least equal to 100 IU/mg. 

19. Method Naccording to any one of claims 1 to 18, 
characterized iA that the factor VIII concentration C 
of the starting factor VIII solution is from 
approximately 2 tA approximately 100 U/ml, preferably 
from approximately iSp to approximately 50 U/ml . 

20. M'ethod acc^iijaq to one of claims 1 to 19, 
characterized 1A th^t jytti^ protein content of the 
starting factor! VIII \scilution is from approximately 
0.05 to appro^imatelyy d. 5 mg/ml, preferably from 
approximately 0 . l\o approximately 0.5 mg/ml. 

21. Virally secure fkctfor VIII solution which can 
be obtained by the method \ according to any one of 
claims 1 to 20. 

22. Solution according \o claim 21, as a medicinal 
product . 

23. Solution according td claim 22, as a medicinal 
product for treating hemophilic. A. 
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